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Section 5 - 510(k) Summary

Date of Summary Preparation: 12/30/2013

1. Submitter's Identifications

Submitter: Co-fInnovation Biotech Co.,Ltd.

Address: No.] 3, Yanyuan Road, Tianhe District, Guangzhou, PR. China

Contact Person: Hong Feng

Contact Email Address: fenghongfda~l 26.com

Telephone: + 86 -20-62867285

Fax: + 86 -20-62867285

2. Correspondent's Identifications

Correspondent's Name: Co-Innovation Biotech Co.,Ltd.

Address: No. 13, Yanyuan Road, Tianhe District, Guangzhou, PR. China

Contact Person: Hong Feng

Contact Email Address: fenghongfda@ I 26.com

Telephone: + 86 -20-62867285

Fax: + 86 -20-62867285

3. Name of the Device

Recommended class ification regulation:

21 CER 862.3 100

21 CER i62.3610

21 CER 862.3250
21 CFR 862.3870

21i CFR 862.3640

Device class: Class 11

Panel: Toxicology (9 1)

Product code: DKZ,DJC,DIO,LDJ,DKN

Common Name:

Amphetamine Test System

Methamphetamnine Test System

Cocaine Test System

Cannabinoid Test System

Morphine Test System

Proprietary names:

One Step Single/Multi-drug Test Cup)

One Step Single/MulIti -drug Test Dipcard
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4. The Predicate Devices

K091588 UCP lFlomeT'M Drug Screening Trest Cards

UJCP Homer1M Drug Screening Test Cup

5. Device IDescription

One Step Single/Multi-drug Test Cup and One Step Single/Multi-drug Test Dipeard are

competitive binding, lateral flow imunochrornmtographic assays for qualitatively thle detection of

Amphetamine, Cocaines. Marijuana, Methamplietainine,Morphine and their metabolites at or

above the cut-off levels as indicated. Thle tests can be perforated without the use of an instrument.

6. Intended Use of Device

One Step Single/Multi-drug Test Cup and One Step Single/Multi-drug Test Dipeard are lateral

flow chronmatographic immnunoassay designed to qualitatively detect the presence of drugs and

drug metabolites in human urine at the following cut-off concentrations:

Test Calibrator Cut-off level
Marijuana (TI-IC Delta-9-THC-COOH 50 ng-/mL

Cocaine (CCC) Benzoylecgonine 300 ng/m1L

Amphetamine (AMP) D-Amphetaniine 1000 ng/mL.
Methamnphetamine (MET) D-Methaniphetamine 1000 ng/rmL

Morphine 2000 (MOP) Morphine 2000 ng/mL

The tests contain two formats: I) Test Cup, 2) Test Dipcard, The test configuration comes with

single drug screening test or any combinations of multiple drug screening tests. The test is

intended for in vitro diagnostics use. They are intended for prescription use in clinical

laboratories only and not for point-of-care use.

This assay provides only a preliminary analytical test result. Gas Chromatography/Mass

spectrometry (GC/MS) is the preferred confirmatory method. Clinical consideration and

professional judgment should be applied to any drug of abuse test result, particularly when

preliminary positive results are indicated.

7. Comparison to Predicate Devices:

A summary comparison of features of the One Step Single/Multi-drug Test Cup and One Step

Single/Multi-drug Test Dipcard and the predicate devices is provided in the following Table:
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hite Device Predicate (K091588)

Indication for use Qualitative detection of Same (but the number of drugs

dru~gs-of-abuse in urine detected different)

( Cocaine ,Morphine,Methamnp
hietaminec,Amiphetainie,Marijua

Intended Users Prescription Use Over the Counter (OTC) Use

and Prescription Use

Specimen Urine Same

cutoff Cocaine:300 ng/iL- Cocaine:300 ng/nL.
Methamphetarnine: 1000 ng/uL- Methamnphetamninei: 1000 ng/mL
Amphetamnine: 1000 nglmL Amphetamine: 1000 ng/mL
Morphine:2000 ngim Morphine:300 ng/mL
Marijuana:50 ng/mL- Marijuana:50 ngim

Read time 5 minutes Same

Storage 4 -30 OC 2 -30 0 C
Results Qualitative Same

Methodology Competitive binding. Lateral Same
flow immlunochromatographic

assay based on the principle of
antigen antibody
immuLnochem istry __________________

Configuration Dipcard and Cup Card and Cup

Remark:

IThe subject devices have all features of the predicate device except the number of drugs
detected, the cutoff of Morphine and storage temperature condition different. These*

differences do not affect the perfonmance characteristics of the subject devices.

8. Performance Data:
Accuracy
Single drug Test:
165-186 clinical urine specimens fo r each drug were analyzed by GC/MS and by one lot of the
corresponding One Step Single drug Test CuIP. Samples were divided by concentration into five
categories:drug free, less than half the cutoff, near cutoff negative, near cutoff positive, and high
positive. Results were as follows:

Lesgnnhlfte Near Cutoff Negati Near Cutoff Positive High Positive
Drug Co-lInnovation Drug free by GCIMS cuofcnetain(Between 50% below te (Between thre cutoff (greater than 50% Toa
Teat Result analsi yGCM nalss cutoff and the cutoff and 50% absove the above the cutof

by G/MSanalsis concentration) cutoff concentrai concenrai

AP + 0 0 1 10 2917
W 1 7 11 1 0

*0 0 1 9 31
COO 133 0 12 0 018

The + 2B 0 I 1 3115
-107 4 9 10
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as 4 1 aT4

4o 13 1 0
87 5 is 0 0

Analysis of Discordant Results with One Step Single drug Test Cup
One Step Single drug Test Cup GC/MS Analysis

Drug
Drug Test Culoff(ngImL) lest Result Concentration Drug in Urine

(ng/mL)
AMP 1000 Positive 867 Amphetamine
AMP 1000 Negative 1 175 Amphetamine
COO 300 Positive 172 Denz~oylecgonine
MET 1000 Positive 904 Methamphetamine

MET 1000 Negative 1248 Methamphetamine
MOP 2000 Positive 1608 Morphine
MOP 2000 Positive 185Morphine
THC 50 Positive 40 I1-nor-AQ-TH-COOH"
THC 50 Negative 59 1 1-nor-A9-THC-9-COO

165-186 clinical Urine specimens for each drug were analyzed by GCIMlS and by one lot of the
corresponding One Step Single drug Test Dipeard. Samples were divided by concentration into
five categories: drug fireeless than half the Cutoff, near cutoff negative, near cutoff positive, and
high positive. Results were as follows:

LesMa al e Near Cutoff Negative Near Cutoff PosLbve High Positive

Drug Co-ttiovton Drug tree by OCIVS (Betweecntaton ni 50% belo die (Berveen te cutoff (greater Sian 50% Toa
Tesl Resut aayi b C analysis cutoff and the cutoff and 50% above the above tie cutoff

by OiuSanalsis concentration) tutuf rIcntai concentration)

AMP + 0 0 1 10 29 176
-117 7 11 1 0

cp0 0 1 9 31 1
-133 0 12 0 0

THC ±0 0 1 12 3116
-107 4 9 1 0

ME 0 0 I- 17 L46
8 5 4 1n i 1

MO 0 11 5 16567 5 1 I1 0 0

Analysis of Discordant Results with One Step Single drug Test Dipcar
One Step Single drag Test Dipeard IGO/Ms Mnalysis

Drug
Drug Test fCutoffhnl Test Result Concentration Drug in Urine

____________ ~~~~(nglmL) _____________

AMP 1000 Positive 867 Amphetamine
AMP 1000 Negative 1175 Amphetamine
COG 300 Positive 172 Benzoylecgonine
MET 1000 Positive 904 Methamphetamire
MET 1000 Negative 1248 Methamphetamine
MOP 2000 Positive 1608 Morphine

* MOP 2000 Positive 1875 Morphine
THC 50 Pstve 40 11-noir-A9-ITHC-9-OO
THC 50 Negative 59 11QrA-lt--OOH

Multi-drug Test:
80 clinical Urine specimens for each drug were analyzed by Ge/MS and by one lot of the
corresponding One Step Multi-drug Test Cup. Samples were divided by concentration into five
categories:drug free, less than half the cutoff, near cutoff negative, near cutoff positive, and high
positive. Results were as follows:
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Co-Innovation B iotech Co., Ltd.

Lesthnhlfte Near Cutoff Negative Near Cutoff Positive High Poi
Drug Co-Innovation Drug free by GC/S cfi onetaon(Between 50% below lthe (Between tile cutoff (greater th-an 50% Toa
Test Resalsultb GN analysis cutoff and the cutoff and 50% av the above the cutoff

concentrationd cutoff conenrrati concentai

AM + 0 0 1 10 290s
AMP - 211 1 0

CC + 0 0 1 9 31 8-o 27 0 12 0 80

TH 0 0 1 12 27 s
-26 4 9 10

ME 24 2 I1a 12 078

+o 0.. 0 2 1 1 20 8
MP21 2 15 0 80

Analysis of Discordant Results with One Step Multi-drug Test Cup
One Step Muli-drug Test Cup C/S Analysis

Drug
Drug Test Culortangi lest Result Concentration Drug in Lane

(no/imL)
AMP 1000 Positive 867 Amphetamine
AMP 1000 Negative 1175 Amphetamine
COC 300 Poiti 172 Benzoylecgonine
MET 1000 Positive 904 Metharnphelamine
MET 1000 Negative 1248 Methamphetanuine
MOP 2000 Positive 1608 Morphine
MOP 2000 Positive 1875 Morphine

1KGH 50 Positie 40 1-nor-A9-T::HC-g-COOH-
THC 50 Nefive 59 Ijf _-orA9-T-C-9-O

80 clinical urine specimens for each drug were analyzed by OC/MS and by one lot of the
corresponding One Step Multi-drug 'rest Dipcard. Samples were divided by concentration into five
categories: drug free.Iess than half the cutoff, near cutoff negative, near cutoff positive, and high
positive. Results were as follows:

Les ha al te Near Cutoff Negative Near Cutoff Positive Nigh Positive
Drug Co-lInnovation Drughtre by O/M (Bten 50% below, the (Betwveen fire cutoff (greater thsn 50%
Test Resutt andavl cuto ocetato iff and tie cutoff and 50% above the above the cutoff Toa

by GC/MS analysis concentration) cutoff concentraton) concentraion)

AP0 0 1 10 29 s
-25 3 11 1 0

c +0 0 1 9 31 8
-27 0 12 0 0

CH 0 1 12 27 8
-26 4 0 1 0

MET 0 24 2 13_ 1 0, 80

MP -21 2 150 0 80

Analysis of Discordant Results with One Step Multi-drug Test Dipocard
One Step Multi-drug Test Dipcard CC/MS Analysis

Drug
Drug Test Cutofftrng/rL Test Result Concentration Drug in Urine

___________ ngml)r
AMP 1000 Positive 867 Amphetamine
AMP 1000 Negative 1175 Amphetam~ine
COG 300 Positive 172 Renzoylecgonine
MET 1000 Positive 904 Methamphetamine
MET 1000 Negative 1248 Metharnptetamine
MOP 2000 Positive 1608 Morphine
MOP 2000 Positive 1875 Morphine
THG 50 Positive 40 1-or-AQ-TH COOK
THC 50 Negative 59 11-nr-A9-THC-0-coO
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Other information About Performance Characteristics:

The perfornnance characteristics of One Step Single/Multi-drug Test Cup and One Step

Single/Multi-drug Test Dipcard were evaluated by precision study, sensitivity study, specificity
and cross reactivity study, interference study and stability study. The study results indicate that
One Step Single/Multi-drug Test Cup and One Step Single/Multi-drug Test Dipcard perfonn

satisfactorily when used according to the package inserts.

10. Conclusion:

One Step Single/Multi-drug Test Cup and One Step Single/Multi-drug Test Dipcard are
substantially equivalent to UCP HornerM Drug Screening Test Cards and UCPI Horne Tm Drug
Screening Test Cup.

--End of this section--
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* DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

S Food and Drug Administration
S. 10903 New Hampshire Avenue

Document Control Center - W066-0609
Silver Spring, MD 20993-0002

CO-INNOVATION BIOTECH CO., LTD. Jnay1,21

HONG FENG, PRODUCT MANAGER
NO. 13 YANYUAN ROAD. TIANHE DISTRICT
GUANGZHOU, GUANGDONG 510507
CH

Re: K131110
Trade/Device Name: One Step Single/Multi-drug Test Cup;

One Step Single Single/Multi-drug Test Dipcard
Regulation Number: 21 CFR 862.3 100
Regulation Name: Amphetamine test system
Regulatory Class: 11
Product Code: DKZ, DJC, DKN, LDJ, DIO
Dated: January 2, 2014
Received: January 2, 2014

Dear Hong Feng:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1 976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of
medical device-related adverse events) (21 CFR 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the
electronic product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-
1050.



Page 2- Hong, Feng-

If you desire specific advice for your device on our labeling regpulations (21 CFR Parts 801 and
809). please contact the Division of Small Manulfacturers. International and CoJIner
Assistance at its toll-free number (800) 638S 2041 or (301) 796-7100 or at its Internet address
lhtti://\vwvw.I'(a.eov/Medc~icalDevices/Resouircesf'or- ot/Indulistr-v/defatult.litim. Also, please note
the regulation entitled. "Misbranding by ref'erence to prernarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events uinder the MDR regulation (21
CF-R Part 803). please go to
littp://wvw%.Ida.gov/Medica]Devices/Saifetv/Renoiiaiioblcmi/dcf',Iult~lhtl- for the CI)R I-s Office
of SurveilIlance and Biometrics/Division of Posimarket Surveillance.

You may obtain other general information on your responsibilities uinder the Act fromt the
Division of' Small Manufacturers. International and Consumer Assistance at its toll-free number
(800) 638-2041 or (30 1) 796-7 100 or at its Internet address
lhttp://wwwv~.Ida.t-ov/tMedicaIDevies/RCSOurICCSf bl')OL/IiidL],trv/cle1',lt.1till

Sincerely yours,

CourtneyHis-
CourItneyV 1-1. Lias. Ph.D.
Director
Division of'Chemistry and Toxicology Devices
Office of In \itro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



510(k) Number (if knowvn)
k~ 311 0

Device Name
One-Stepl Single/Multi-drug; Test Cup; One-Step sing c/multi-druig Test Card

Indications for Use (Describe)

One Step ShIiCnek-/I u li-d rug lest C up and One Step SinglIeliM uIt i -drug -Test I)ilpeard are Ilateral fluow chtrenmatographic iII mu no 1assays
de.signecd to qualittively detect thle preseceIC 0l dings and drug metabolites in hunian urine at or above thie fb~ollig cut1-off
colicclitlatiolls:

Te st Calibratori Coull flevel
Marijutana (TIIC) Delia-9-PII1C-CO01l 50 olg/mI
Cocaine (CO C) l3enzoy'lectonine 300 ng/ni I.
Am phetai ine (A NIP Ii1-Am pheiaininc 1001) g/mn I.
Nlciharuphei mllile MNI ,F) Dl)-lramlphctaniline 1000 nig/mil..
NoI ph inc 2000 N\b011 Morphine 200)0 ng/m I

'I le tests contain tw~o fbmats: 1) Test Cup. 2) lest Dipecard. The test configuration comes with single drug screening test or ttn
comtbi nations of it tlt iple dirug screening tests, T he test is intren ded lbr in vit ro diagniostics a se. They are intended lor prese ri 1)1ion use
i clinic-a I aIr ato ries en lv and 11t) 111 frponlt(-01 3C I-c is.

'Ihese~ tests provide (Fil% a prelimni ary analytical lest result arid are the first step) in a two-step process litt detecting drugs of abuse in
ur ine. [Ihe second step is coniringte resuilts in a certified ltthoratorv. For a quantitative result ort to confirm preliminary positive

Ieuts oh tai ned 11 ieOne Step NI Ul ti - drug Test Ctap Insert or One Step Sing I/NvI titi-drugPest I)i peard I nsert, aIn more specific
al ternat i edctIi d suick as (las C iron) atograpl v/M ass Specirtre vi (CA/I ) mnuist be used.- Clinic al con si derat ioni anrd proflbs siuntil
ju-dgmentII should bie applied to any drtug oflabuse test result, paticularly whenvi preliminary positive results are indicated.

Type of Use (Select one or both, as applicable)

SPrescription Use (Part 21 CFR 801 Subpart D) ElOver-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LIN E - CONTINUE ON A SEPARATE PAGE IF NEEDED.

-~~ FOR FDA USE ONLY - -
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Avis T. Dan .ishefsky -S
FORM FDA 3881 (1/14) i iii &cti~ ~N


